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CENTRAL AND SCOTTISH HEALTH SERVICES 
COUNCILS 

Standing Joint Committee on the Classification of 
Proprietary Preparations 

REPORT ON THE REVISION OF THE CLASSIFICATION 
SYSTEM 

L In our report on the classification of proprietary preparations issued in 
May 1965, we pointed out that any system of classification should in the 
first place be relatively straightforward and free from complications and 
secondly in order to be fair to the preparations being classified, it must be 
reasonably sensitive and must avoid grouping together preparations which, 
on grounds of efficacy, are not of broadly similar merit. 



2. We therefore proposed that one of the main groups of proprietary 
preparations should be those conforming to a monograph in one of the 
standard works of reference (B.P., B.P.C., and B.N.F.) and we call this 
group “monograph preparations”. We felt at the time that any product 
coming within this grouping should be of satisfactory efficacy, and its 
use should be regarded as acceptable therapeutic practice. 

3. We also proposed that the remaining proprietary preparations should 
be classified on the following basis : — 

Category A — Subdivided into : 

Category A.l. Preparations of single therapeutically active drugs which 
are acceptable formulations of substances (or active constituents of 
preparations) in the British Pharmacopoeia, British Pharmaceutical 
Codex or British National Formulary. 

Category A.2. Preparations of single therapeutically active drugs which 
have been shown to the Committee’s satisfaction to have an acceptable 
degree of efficacy in relation to their toxicity and therapeutic indica- 
tions and which in the light of alternative available preparations can 
be recommended for use. 

Category A. 3. Acceptable preparations containing more than one drug 
where the main components are the active ingredients of monograph 
preparations and/or preparations in Category A.l or A.2. 
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Category B — Subdivided into : 

Category B.l. Preparations which, in the opinion of the Committee, on 
the evidence produced to it have an unacceptable lesser degree of 
efficacy, or are of unacceptable greater toxicity, than alternative mono- 
graph preparations or preparations in Category A. 

Category B.2. Unacceptable preparations which consist of or contain 
drugs which, in the view of the Committee, are not of proven efficacy. 

4. We have now had over a year’s experience of the operation of the classi- 
fication system and it has become clear that in one respect it does not meet 
one of the fundamental characteristics that we consider essential to a 
system of classification namely, the need to bring together groups of similar 
therapeutic value. This arises because there are some preparations in the 
standard works of reference, and which therefore receive the satisfactory 
classification of “monograph preparation”, that in our view are of no greater 
therapeutic merit than products which we have placed in Category B.l or 
B.2. This is because there are included in the B.P.C. and B.N.F. in parti- 
cular, preparations which have little therapeutic merit or pharmacological 
justification, but which are included in order that standards may be pro- 
vided to advise the pharmacist in respect of preparations which, rightly or 
wrongly, are still extensively used. Not all such preparations are available 
in proprietary form. 

5. This is not to be taken in any way as a criticism of the bodies that compile 
these works of reference because we realise that the factors that result 
in a less satisfactory drug being included in these works can be outside 
their control. For example, a drug can quite reasonably be included in one 
of the official works in the light of the knowledge existing at the time the 
decision is made, but when we come to classify the product some time 
later, there can be reports of adverse effects which would cause us to feel 
that the toxicity of the preparation was unacceptable. The result is, there- 
fore, that there would be some questionable preparations which would enjoy 
the cachet of “ monograph preparation ” whilst comparable preparations 
are in Category B. 

6. This is, of course, unfair to the products concerned, but there is another 
result that causes us concern. One of our main terms of reference is that 
we should help doctors to decide which proprietary preparations should 
be used in the treatment of their patients and we regard this educative 
function as being particularly important. We feel, therefore, that we are 
unable to discharge this responsibility effectively whilst doubtful preparations 
remain in Category M. Our terms of reference do not permit us to offer 
any comment on preparations available only in non-proprietary form, but 
we propose that proprietary preparations that come within the group 
“ monograph preparations ” should be divided into two, one group (Cate- 
gory M(A)) to include those preparations in the standard works of reference 
that we regard as satisfactory, the other (Category M(B)) to contain those 
monograph preparations that we regard as open to question. 
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7. Our original report gave the definition of Category B.l. as above, but 
paragraph 14 of the report contained a qualification that there were “ some 
mixtures which we should think it right to place in Category B.l. (assuming 
that they had some degree of therapeutic efficacy) on the grounds that we 
should regard the administration of these particular drugs as open to 
question ”. There are times when the definition is quoted alone and this can 
cause some misunderstanding so we feel that the qualification should be 
incorporated with the definition. 



8. Representations have been made to us that it would be helpful if it 
were possible to indicate why a given mixture of drugs is regarded as 
inappropriate. We are at present publishing six-monthly consolidated lists 
of classifications, with additional supplementary booklets, and these, in broad 
terms, indicate the reasons why such mixtures are regarded as unacceptable. 
Typical examples are hypnotic-analgesic, sulphonamide-antibiotic, hypo- 
tensive-diuretic, monoamine oxidase-phenothiazine combinations. 



9. We therefore recommend that the system of classification should be revised 
as follows : 

Monograph Preparations — subdivided into : 

Category M(A). Acceptable preparations whose active therapeutic 
constituents are identical with those of preparations described in the 
British Pharmacopoeia, British Pharmaceutical Codex or British National 
Formulary or which differ only slightly in physical form from such 
standard preparations, the difference being such as to have little or 
no therapeutic significance. 

Category M(B). Preparations whose active therapeutic constituents are 
identical with those of preparations described in the British Pharma- 
copoeia, British Pharmaceutical Codex or British National Formulary or 
which differ only slightly in physical form from such standard prepara- 
tions and whose administration the Committee would regard as 
unacceptable because: — 

(a) they are of greater toxicity or lesser efficacy than alternative 
available preparations or 

(b) their use does not necessarily represent good therapeutic practice 
or 

(c) they are mixtures of drugs, the administration of which the 
Committee regard as open to question. 

Category A— -Subdivided into : 

Category A.l. Preparations of single therapeutically active drugs which 
are acceptable formulations of substances (or active constituents _ of 
preparations) in the British Pharmacopoeia, British Pharmaceutical 
Codex or British National Formulary. 
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Category A.2. Preparations of single therapeutically active drugs which 
have been shown to the Committee’s satisfaction to have an acceptable 
degree of efficacy in relation to their toxicity and therapeutic indications 
and which in the light of alternative available preparations can be 
recommended for use. 

Category A3. Acceptable preparations containing more than one drug 
where the main components are the active ingredients of preparations 
in Categories M(A), A.l. or A.2. 



Category B — Subdivided into : 

Category B.l. Preparations which, in the opinion of the Committee, on the 
evidence produced to it, have an unacceptable lesser degree of efficacy 
or are of unacceptable greater toxicity than alternative preparations in 
Categories M(A) or A. 

Also preparations containing mixtures of drugs which may individually 
have some degree of therapeutic efficacy but where the Committee 
would regard the administration of such a mixture as open to question. 

Category B.2. Unacceptable preparations which consist of or contain 
drugs which, in the view of the Committee, are not of proven efficacy. 

10. In paragraph 15 of our original report we recommended that: 

(«) monograph preparations and preparations in Categories A.l., A.2 
and A. 3 should be prescribable in the National Health Service 
provided that they are properly described as drugs and not as 
foods, toilet preparations or household disinfectants and are not 
advertised to the public. 

(A) Although it is accepted that there should be no restriction upon a 
doctor prescribing any drug which, in his view, is necessary for 
the treatment of his patients, the use of preparations from Categories 
B.l or B.2 and preparations which are advertised lo the public, 
may require to be specially justified if the doctor’s prescribing were 
being formally investigated. 



11. We regard our role as primarily educative and we feel that a doctor 
should be fully aware of the therapeutic merits of any preparation before 
prescribing it. We therefore feel that as it is our function to help doctors, 
we should sub-divide Category M into two groups which in summary can 
be defined as : 

(1) Category M(A). Those monograph preparations which are considered 
by the Committee to be of real therapeutic value. 

(2) Category M(B). Those monograph preparations whose prescription in 
the light of modern pharmacology and therapeutic practice can no 
longer be recommended. 
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2. We have been informed that when a doctor’s prescribing is being formally 
ivestigated this is usually in respect of inappropriate or excessive prescribing 
f products in all categories including those in Categories M(A) or A. 
ihould a doctor’s prescribing be formally investigated in this way it is the 
dsh of the Committee that the use of preparations in Category M(B) like 
hose in Categories B.l. and B.2. should require to be specially justified. 

3. The great majority of prescribing requirements of doctors in the hospital 
lervice and in general practice can be adequately met from preparations 
yithin the current volume of the B.N.F., with the addition thereto of 
products introduced since its publication, the therapeutic merits of which 
nay be indicated by classification in Category A. 



Alastair G. Macgregor (Chairman). 



A. B. Rees (Secretary). 
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